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DETAILED ACTION 

1. The Amendment filed June 16, 2008 has been entered. Claims 1-11, 14 and 17- 
21 . The previous 35 USC 1 1 2 rejections of claim 1 is withdrawn in light of Applicant's 
amendments to claims 1 . 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a 
foreign country or in public use or on sale in this country, more than one year 
prior to the date of application for patent in the United States. 

2. Claims 1-2, 5-6, 8, 10-11, and 17 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Zucker (U.S. Patent No. 2003/0055454). Zucker discloses the invention 
as claimed including a method for hemostasis of a puncture site (see Fig. 3A-3L) 
including providing a locating member (ref. 128) having an expansible member (ref. 
124) on its distal end, a compression member (ref. 102) with an expansible element (ref. 
150) on its distal end, inserting the locating member (Fig. 3B) through a sheath (ref. 
304) to within a vessel, expanding the expansible member and drawing the locating 
member proximally (Fig. 3C-3F), removing the sheath from the tissue tract (Fig. 3G), 
advancing the compression member over the locating member (see ref. 102 over ref. 
128) and expanding the expansible element on the other side of the puncture tract from 
the expansible member (Fig. 3G), the expansible element being engageable with 
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subcutaneous tissue surrounding the vessel wall (Fig. 3H), the expansible element 
being a balloon (ref. 150) , inflating a distal face of the balloon at an angle to the 
compression member, unfolding concentric folds of the balloon (see the folds of ref. 150 
from Fig. 3F to Fig. 3G), inflating the balloon to a deployed configuration having a 
concave distal end, and contracting and withdrawing the locating member while the 
compression member remains in place (Fig. 3H-31). 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed 
or described as set forth in section 102 of this title, if the differences between the 
subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was 
made. 

3. Claims 3-4, 7, 9, 14, and 18-21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Zucker. Zucker do not disclose the predetermined distance, 
expanding the balloon to a conical configuration, the distal end of the balloon having a 
concave distal end, the expansible member deployed diameter, imaging the element 
during positioning, delivering energy to the puncture site, delivering a clot promoting 
agent or an anti-infection agent to the puncture site, or instructions on how to use the 
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device. It would have been an obvious design choice to have modified the balloon of 
Zucker to have a conical shape and to have a distal concave end. Both of these design 
alterations are well-known in the art and would, therefore, be obvious to modifiy the 
balloon of Zucker to meet the design limitations. It would also be obvious to modify the 
predetermined depth of the expandable balloon in the tissue tract as well as to modify 
the expansible members diameter in order to fit the correct size puncture and provide 
enough pressure to cause hemostasis to occur. It is well-known in the art to image an 
insertion area in order to determine the exact location of where the device is moving 
through the tissue. It is also well-known in the art to use some form of energy for either 
imaging purposes or to seal the puncture site. It is further well-known in the art to use 
both clot promoting agents and anti-infection agents to help seal a wound/puncture in a 
vessel. It would be obvious to provide instructions on how to use the device of Zucker in 
order to allow a user to properly insert it and use it within and around a vessel. 

Response to Arguments 
4. Applicant's arguments filed June 16, 2008 have been fully considered but they 
are not persuasive. The applicant argues that the locating member 102 can not be 
advanced over handle portion/locating member 128. However, Fig. 3B of Zucker shows 
that handle portion 128 also runs down along central bore 120 and have a smaller 
circumference than the locating member/main shaft 102. Therefore, main shaft 102 can 
be advanced over handle portion 128. Applicant argues that balloon 124 and 150 can 
only be advance as a single unit. However, this argument is not supported by the claim 
languages. Moreover, balloon 124 is being push through the blood vessel by locating 
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member 128 with balloon 150 remains in the subcutaneous tissue. Therefore, these 
balloon, 124 and 50, are moving independently with each other. 

Conclusion 

5. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. US Patent No. 5,728,134 to Barak teaches a method and 
apparatus for hemostasis. 

6. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SON DANG whose telephone number is (571)270-5809. 
The examiner can normally be reached on Monday-Friday 7:30 AM - 5:00 PM EDT. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on 571-272-4696. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

SD 

/(Jackie) Tan-Uyen T. Ho/ 

Supervisory Patent Examiner, Art Unit 3773 



